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] ; ,,' 1. O6’ext nexnapauii: Anapat Biopomacasxuuii IPOCTATOME/] plus

T2 HaiimenyBanns Ta anpeca BupoOHuka: ToBapHcTBO 3 06MekeHOI0 BinoBinaabHicTio «HoBaTop»,
By/1. Tepaominbebka, 17, M. Xmeapunnbinii, 29018
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e 3. Lla nexnapatiis mMpo BiTIOBIIHICTh BHAAHA I1iJ{ BAUKIIFOYHY BiAIIOBI JAIbHICT BUPOOHHMKA.
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‘, 4.06’exT nexnaparii BifNOBiJa€ BUMOraM BiATIOBIAHUX TEXHIYHUX PETIAMEHTIB:
! - TexniyHoMYy periaMeHTy 00 MeAHYHHX BHPOGIB, 32 TBEP/I’KEHOT0 IOCTAHOBOI)
KaGinery MinicTpiB Ykpainu Ne753 Bin 02.10.2013 p.;
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. 5. TMocunanss Ha BI/INOBI/HI CTAHJAPTH, BKJIIOYEHI O MEPesiiKy HALOHAIBHMX CTAHAAPTIB, MO OyH
3aCTOCOBaHI (i3 3a3HAYEHHAM JaT BUIAHHS CTAHAAPTIB) CTOCOBHO AKMX AEKJIAPYETHCS BiAMOBIIHICTH!
ACTY EN ISO 13485:2018, ICTY EN 60601-1:2015, ICTY EN 60601-1-2:2015,
ACTY EN 60601-1-6:2015, ICTY EN 60601-1-11:2015, ICTY EN 1041:2019,
ACTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ICTY EN ISO 14155:2015
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6 INpuzHayenwii opran y pasi 3anydyenns: OC «CEPT ACY» TOB «CEII ACY», Ne UA.TR.130
. (Ha3Ba, izeHTH(IKALIHHUI HOMED)

NPOBIB OMIHKY T4 CXBAJICHHS CHCTEMH YNPAaBJIiHHS AKicTIo 3rinno 3 lonarkom 3 1o Texniunoro

perjaMeHTy moxo meauaanx BUpodiB «Ilopsnok npoBeaeHHs NpoueaypH 3a0e3nedeHHs

dyHKHiOHYBAHHS KOMILTIEKCHOT CHCTEMH YIPABJIIHHS AKICTION

(omHc 3aBIaHb)

i Bunas ceprudikar ianosigHocti: UA.TR 130.1937-24 3 Tepminom aii g0 02.10.2029 p.
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7 Nonatkosd iHpopMaLis: TeXHIYHA JOKYMEHTAIis, KA € I0KA30B010 623010 BIANOBIAHOCTI Npo i
BHMOr'aM TeXHI9HOIr0 perjiamMeH 00 MeIMYHHUX BHPOOiB 30epiracThess na TOB “Hosarop”
BYJL TepHoniibcbka, 17, M. XmeabHUUBLKHH
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ITinrmucano Bix imedi TOB «Hosatop» m. Xmenbunubknii, 03 xosTHs 2024 p.
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